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Supplemental Table 1.  
Grades 1 and 2 Adverse Events, No. (%) 

Adverse Event Placebo 
 (N=15) 

Vismodegib 
(N=26) 

P-Value 

Hair Loss 1 (7) 16 (62) 0.004 

Muscle Cramps 0 (0) 21 (81) <0.001 

Taste Disturbance 1 (7) 22 (85) <0.001 

>5% Weight Decrease  0 (0)  11 (42) 0.003 

GI upset 1 (7) 5 (19) 0.14 

Headache 2 (13) 2 (8) 0.59 

Acne 1 (7) 3 (12) 0.60 

Fatigue 0 (0) 2 (8) 0.25 

Rash 0 (0) 2 (8) 0.25 

Angioedema 0 (0) 1 (4) 0.42 

Common Cold 0 (0) 1 (4) 0.42 

Light Sensitivity 0 (0) 1 (4) 0.42 

 
Grades 3 and 4 Adverse Events, No. (%) 

Muscle Cramps  0 (0) 1 (4) 0.42 

Atrial Flutter 0 (0) 1 (4) 0.42 

Cardiac stent for blocked 
artery 

1 (7) 0 (0) 0.17 

Recurrence of metastatic 
prostate cancer  

0 (0) 1 (4) 0.42 

Colitis 0 (0) 1 (4) 0.42 
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Squamous Cell 
Carcinoma of Larynx  

0 (0) 1 (4) 0.42 

Knee Replacement 
Surgery 

0 (0) 1 (4) 0.42 

Hip Replacement Surgery 0 (0) 1 (4) 0.42 

Mysenteric Cyst 0 (0) 1 (4) 0.42 

Pneumonia 0 (0) 1 (4) 0.42 

Suicide Attempt 0 (0) 1 (4) 0.42 

Hysterectomy  1 (7) 0 (0) 0.17 

 

*All grade 3 and 4 events are listed. Grade 1 and 2 events are listed only if investigators 

considered them to be related to vismodegib treatment. No grade 

5 events were reported. The highest grade of event is reported for each patient. 
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Supplemental Figure 1A. CONSORT diagram.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

!"#$"%&'()*)'+,-.'/012314'

Assessed for eligibility (n= 69) 

Excluded  (n= 27) 
!!!!Not meeting inclusion criteria (n=27) 
!!!!Declined to participate (n=0) 

Analysed  (n= 15) 
!!Excluded from analysis (did not receive drug) 
(n=1)!

Lost to follow-up (n=0)                   
Discontinued intervention (due to progression) 
(n=1) 

Allocated to placebo (n=16) 
!!Received allocated intervention  (n=15)!
!!Did not receive allocated intervention  (work 

& travel difficulties n=1)!

Lost to follow-up  (n=0)                  
Discontinued intervention (due to AEs, n=7)  

Allocated to drug (n=26) 
!!Received allocated intervention (n=26)!
!!Did not receive allocated intervention (n= 0)!

Analysed  (n=26) 
!!Excluded from analysis (n=0)!

!

!""#$%&'#()

!(%"*+'+)

,#""#-./0)

Randomized (n=42) 

1(2#""34(&)



	   5	  

Supplemental Figure 1B. Study enrollment as of data close out (February 17, 2011). X – 

month in which the subject discontinued medication  
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Supplemental Figure 2: Multiple palmar pits characteristic of BCNS present at baseline 

and resolved on vismodegib at month 7. 
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Supplemental Figure 3: A. Decrease in cellular proliferation (Ki67 index) in 1 month in 

BCCs from vismodegib treated subjects (P<0.001) and not in BCCs from placebo treated 

subjects. B. No change in apoptosis after vismodegib (cleaved-caspase 3 score).  
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Supplemental Figure 4: Existing BCCs return after stopping vismodegib. Back of BCNS 

subject who took vismodegib for 5 months and was off drug for 10 months (after month 

5)  
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